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Realizing the vision of patient-relevant clinical research
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ncentive payments to primary care physicians for providing

care to patients with multiple chronic conditions in British

Columbia did not have a significant impact on patients’ pri-
mary care contacts, continuity of care or costs related to their
management, according to a new study by Lavergne and col-
leagues.! In a linked commentary, Kiran suggests that the prob-
lem likely lies with the implementation of policy that was
poorly planned and inadequately evidence based.? In both arti-
cles, there is a striking absence of any reference to patients,
beyond defining the patient population and acknowledging that
patients with multimorbidity are seen by physicians as being
more difficult to care for than “easier, healthier patients.”! The
authors studied patients in primary care, but the intervention
was all about physicians, the government and money, and the
outcomes were almost certainly not patient-relevant.

To be fair, BC implemented incentive payments well before
“patient-relevant outcomes” became the term de jour, following
the creation of the Patient-Centered Outcomes Research Institute
(PCORI) by the 2010 Patient Protection and Affordable Care
Act in the United States. If the 90s and the 00s were all about the
rise of civil society shaping health, then this decade has surely
been about acknowledging the voice of the patient. Involvement
of patients in the design of both health services and research is
becoming more commonplace. However, we still have some
way to go before meaningful patient involvement in research
becomes routine, as it should.

Thankfully, we have moved on from the why of patient
involvement toward the how and the who. Public involvement
in research is now mandated by many funding agencies. Involv-
ing patients and other lay stakeholders in research planning
gives patients knowledge and influence, and it gives researchers
greater insight into their area of study.> However, involving
patients adds complexity and expense to projects, and research-
ers and the public may be frustrated by insufficient training.

Canada’s Strategy for Patient-Oriented Research (SPOR),
published in 2011, laid out the vision and plan of the Canadian
Institutes of Health Research (CIHR) to enhance patient care
through the levers of research.” The strategy rightly identified
training and capacity-building as essential to fulfilling the vision.
However, the financial commitments required to build capacity
represent a barrier to fulfillment of the vision.?

What’s required is a major shift in the way studies are
planned and conducted, and in which medical students and new
researchers are taught and mentored. What’s more, patients
involved in research planning also need education in the
mechanics and norms of clinical research. PCORI has commit-
ted to projects that enhance the engagement of patients and other
stakeholders in research design by offering awards for projects

that are “not themselves research studies but rather are designed
to encourage better integration of patients and other stakeholders
into the research process.”® The European Patients” Academy on
Therapeutic Innovation recently graduated a first wave of stu-
dents from its expert course for patients and patient representa-
tives on the medicines research and development process.

There’s no clear gold standard yet for how to undertake
patient-relevant research. Best practice is still being developed.
Indeed, there is unlikely to be a universally applicable formula.
For each step in the research process, investigators need to con-
sider how best to involve patients in planning and decisions.’
For patient-relevant research to be meaningful, patient and pub-
lic engagement in research cannot comprise a token lay person
on a research ethics review board. Patients and their caregivers
must be involved in decision-making at all steps in the research
process, from design to choice of primary and secondary out-
comes, through dissemination and implementation.?

The external committee advising the CIHR on SPOR called
for training and career development to be “a shared responsi-
bility between all relevant stakeholders.”® As a journal that
publishes clinical research, CMAJ is a stakeholder in this pro-
cess. Part of CMAJ’s mission is to promote the health and
well-being of the Canadian public; we therefore support
enhanced patient engagement in research that is about patients.
As we appraise research that is submitted to the journal, we
will consider carefully methods used to involve public and
patient representatives in design and implementation.
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